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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication, 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 
• Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)S Responsive to communication(s) filed on 03 May 2004 , 
2a)^ This action is FINAL. 2b)n This action is non-final. 

3) n Since this application is in condition for allowance except for fornnal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) K Claim(s) 1-21 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) \3 Claim(s) is/are allowed. 

6) M Claim(s) 1-21 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

1 0)0 The drawing(s) filed on is/are: a)n accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing{s) is objected to. See 37 CFR 1.121(d). 
11 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or fomi PTO-1 52. 

Priority under 35 U.S.C. § 1 1 9 

12)0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)n All b)n Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Continued Examination Under 3 7 CFR LI 14 

A request for continued examination under 37 CFR 1.114 was filed in this 
application after appeal to the Board of Patent Appeals and Interferences, but prior to a 
decision on the appeal. Since this application is eligible for continued examination under 
37 CFR 1 . 1 14 and the fee set forth in 37 CFR 1 .17(e) has been timely paid, the appeal 
has been withdrawn pursuant to 37 CFR 1.114 and prosecution in this application has 
been reopened pursuant to 37 CFR 1.114. Applicant's submission filed on May 3, 2004 
has been entered. 

Claim Rejections - 35 USC §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-2, 4-5, 10-13, and 15-20 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Horrigan et al. (US 5,792,124) in view of Park et al, (US 6,159,187), 

Regarding claim 1, Horrigan et al. disclose a catheter or sheath having a unitary 
lubricous liner or inner tube 40; a reinforcement means or wire braid 35 terminating 
proximal to the distal end of inner tube 40; a first outer tube 15; a second outer tube 20 
wherein the second outer tube 20 is made of softer material than the first outer tube 15 
(Figure 3; col. 2, lines 60-67; col 3, lines 1-20; and col. 8, lines 28-34); and a distal tip 
45. Further, Horrigan et al. teach the use of wire braid 35 to offer better kink resistance 
(col. 5, lines 1-3). 

Horrigan et al. do not disclose the use of a flat wire coil as a reinforcement means. 

Park et al. teach a catheter section or sheath with a braided wire coil (Figure 7) for 
better kink resistance (col. 2, lines 40-43; col. 13, lines 64-67; and col. 14, lines 1-26). 
Further, Park et al. teach the importance of designing the sheath to enable its 
manipulation through increasingly small blood vessels (col. 1, lines 30-52). 
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Accordingly it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to have substituted the wire braid 35 of Horrigan et al. with 
a braided wire coil as disclosed by Park et al. to have facilitated the manufacture of the 
catheter or sheath with a diameter suitable for application in an environment of 
increasingly small diameters. The sheath of the combination of Horrigan et al. and Park et 
al is inherently kink resistant due to the presence of reinforcement in the form of a 
braided wire coil and inherently flexible since it is made of polymer. 

Regarding claim 2, Horrigan et al. disclose that the materials of the outer jacket of 
the sheath including the inner tube 40, wire braid 35, first outer tube 15 and second outer 
tube 20 are bonded (col. 5, lines 47-56). 

Regarding claim 4, Horrigan et al. further disclose that the inner tube 40; the wire 
braid 35; the first outer tube 15 and the second outer tube 20 are fused or bonded by 
heating (col 5, lines 47-56): 

Regarding claim 5, although the Horrigan et al. device does not include a 
radiopaque marker band, attention is again directed to Park et al., which disclose a 
radiopaque marker band 120 in the distal region of a catheter or sheath 114 to allow 
viewing of the position of the distal most portion of the sheath 114 (col. 9, lines 25-33). 
Accordingly it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to have provided a radiopaque marker band 120 as taught by Park et 
al. in the second outer tube 20 of the Horrigan et al. device for viewing the position of the 
distal tip 45 of the Horrigan et al, device. 

Regarding claims 10-13, Horrigan et al. further disclose a second outer tube 20 
made of a material having a hardness range of Shore durometer 25D to 40D and a first 
outer tube 40 having a hardness range of Shore durometer 50D to 60D. 

Regarding claim 15, Park et al. teach a wire coil 232 made of one or more ribbons 
or "flat wire"(Figure 7 and col. 14, lines 15-17). 

Regarding claim 16, Park et al. teach a sheath 110 having an arcuate distal tip 
region 1 12 (Figure 2 and col. 9, lines 21-24). 

Regarding claim 17, Park et al. teach a sheath 110 having an arcuate distal tip 
region 1 12 with a typical length of 2.5 cm to 30 cm (col. 9, hne 40). 
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Regarding claim 18, Park et al. teach a sheath 110 having an arcuate distal tip 
region 1 12 that is a quadrant of a circle (Figure 2 and col. 9, lines 21-24). 

Regarding claim 19, Horrigan et al. disclose that the wire braid 35 should not 
extend more than 1/3 the length of the second outer tube 20 to provide optimum 
flexibility of tip 45 (col. 5, lines 1-9) or approximately 3 mm (col. 5, lines 16-20). 

Regarding claim 20, Horrigan et al. disclose a sheath having a unitary lubricous 
liner or inner tube 40. 

Claim 3 is rejected under 35 U.S.C. 103(a) as being unpatentable over Horrigan et 
al. in view of Park et al. as applied to claim 1 above, further in view of Parker (US 
5,380,304). 

Although Horrigan et al. do not disclose a roughened surface, attention is directed 
to the Parker reference, which teaches an inner tube 22 having an outer rough surface; a 
wire coil 23; and an outer tube 12 wherein the outer tube 12 is mechanically connected or 
bonded to the inner tube 22 and the wire coil by the well-known heat shrinking and 
formation process (col. 3, lines 67-68 and col. 4, lines 1-3). 

Accordingly it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to have modified the sheath of Horrigan et al. by roughening 
the outer surface of inner tube 22, as taught by Parker, in order to improve bonding 
between the outer tube 12, the wire coil 23 and the inner tube 22. 

Claims 6-9 and 21 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Horrigan et al. in view of Park et al., further in view of Ju et al (US 5,599,325). 

Regarding claim 6, Horrigan et al. do not disclose a sheath wherein the second 
outer tube 20 of the sheath contains radiopaque filler. 

Ju et al. teach a sheath 10 wherein the distal end portion of the stem member 34 is 
a soft tip member 40 made from a polymer and radiopaque filler blend (col. 6, lines 6- 
14). 

Accordingly it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to have provided a second outer tube 20 in the sheath of 
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Horrigan et al. wherein the second outer tube 20 is made from a blend of polymer and 
radiopaque filler as taught by Ju et al. in order to allow viewing of the position of the 
sheath in the human body. 

Regarding claim 7, Ju et al further disclose a sheath 10 with an outer layer 
containing 0 to 42 percent by weight of radiopaque filler, which is the claimed range of 
about 20% to 85%. 

Regarding claim 8, Ju et al. disclose a sheath 10 with a second outer tube 
containing 0 to 42 percent by weight of radiopaque filler, which is "about 80%" as 
claimed. 

Regarding claim 9, Ju et al. further disclose a sheath 10 with a first outer tube 
containing 0 percent by weight of radiopaque filler, which is substantially free of 
radiopaque filler. 

Regarding claim 21, see the discussion for claims 1, 6, 10, 15, 17 and 19. 

Claim 14 is rejected under 35 U.S.C. 103(a) as being unpatentable over Horrigan 
et al. in view of Park et al. as appUed to claim 1 above, further in view of 
MacDonald et al (US 6,210,396). 

Horrigan et al. do not disclose a sheath wherein the first outer tube 15 and the 
second outer tube 20 are of different colors or shades. 

MacDonald et al. teach a catheter body or sheath 15 having a sleeve 120, a distal 
catheter shaft 35, a radiopaque band 140 and a distal soft tip 40 wherein the color of the 
sleeve 120 is different from the color of the distal catheter shaft 35, the color of the 
radiopaque band 140 and the color of the distal soft tip 40 for identification purposes (col. 
10, lines 57-62). 

Accordingly it would have been obvious to one of ordinary skill in* the art at the 
time the invention was made to have provided different colors to the first outer tube 1 5 
and the second outer tube 20 in the sheath of Horrigan et al. as taught by MacDonald in 
order to enable a user to identify the first and the second tubes. 
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Response to Arguments 

Applicant's arguments filed on May 3, 2004 have been fully considered but are 
not persuasive. 

The declaration of Thomas A. Osborne filed on May 3, 2004 under the provisions 
of 37 CFR §1.132 is not sufficient to overcome the rejections of claims 1-2, 4-5, 10-13 
and 15-20 under 35 USC §103(a) over Horrigan et al. in view of Park et al. An affidavit 
or declaration under 37 CFR §1.132 must compare the claimed subject matter with the 
closest prior art to be effective to rebut a prima facie case of obviousness. Declarations 
comparing Applicants' invention/results with those of the prior art must relate to the 
reference relied upon and the comparison must be with disclosure identical with that of 
the reference. Where the comparison is not identical with the reference disclosure, 
deviations should be explained or should be noted and evaluated (see MPEP 716.02(e)), 

Applicant's statements in the above declaration are directed to a generic "coil- 
reinforced sheath" and a generic "braid-reinforced sheath." Thus the above declaration 
fails to establish whether a comparison was made with the sheath of the combination of 
Horrigan et al and Park et al. and if such was made whether there were any deviations. 

Applicant's statement in the above declaration "a coil reinforced sheath is 
superior to a braid-reinforced sheath" is thus a mere conclusion and fails to provide 
supporting facts. Declarations must set forth facts, not mere conclusions, and the facts 
presented must be pertinent to the rejection, otherwise, the declaration has no probative 
value. 

The Examiner respectfully disagrees with AppUcant's argument that the 
combination of Horrigan et al. and Park et al. do not disclose the claimed invention. 
Horrigan et al. disclose the use of wire braid 35 as reinforcement for a thin wall guiding 
catheter or "intravascular device" (col. 4, hnes 21-22). Park et al. teach a "braided wire 
coil" with one or more ribbon coils (col. 14, lines 13-26) for the purpose of reinforcing 
intravascular devices with small overall diameters for exceptional kink resistance (col. 2, 
lines 40-43). Thus, Horrigan et al. and Park et al. disclose the claimed invention. 

The Examiner disagrees with Applicant's position that a braid-reinforced sheath is 
prone to kinking while a coil-reinforced sheath is effective for resisting kinking. To 
support Examiner's position, Apphcant's attention is directed to Berhow et al. (US 
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2003/0135198), para [0021] where it is clearly stated that a reinforcing member, 
including rounded or profiled materials, such as flat stainless steel wire reduces the 
possibility of kinking or bending of a catheter during and after entry into vasculature of a 
patient. Also, catheters with braided reinforcement are known to have both kink 
resistance and flexibility, as evidenced by Samson et al. (US 6,143,013). 



THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of 
time policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of the 
advisory action. In no event, however, will the statutory period for reply expire later than 
SIX MONTHS from the mailing date of this final acfion. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Anu Ramana whose telephone number is (703) 306-4035. 
The examiner can normally be reached Monday through Friday between 8:30 am and 
4:30 pm. 

If attempts to reach the examiner by telephone are unsuccessfiil, the examiner's 
supervisor, Kevin Shaver can be reached at (703) 308-2582. The fax phone numbers for 
the organization where this application or proceeding is assigned are (703) 308-2708 for 
regular communications and (703) 308-2708 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is (703) 308- 



Conclusion 



June 25, 2004 



0858. 
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